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RE: Human Research Subject Protections Under Multiple Project Assurance
(MPA) M-1011

Research Project: Pediatric M ethotr exate Protocol

Dear Dr. Dang:

The Office for Human Research Protections (OHRP) has reviewed your October 31, 2001 report
responding to dlegations of noncompliance with Department of Health and Human Services (HHS)
regulations for the protection of human subjects (45 CFR Part 46) that were presented in OHRP's
letter of August 16, 2001 regarding the above-referenced research.

The dlegationsinvolved the following:

(1) Falure of the investigators to ensure that risks to subjects were minimized as required by
HHS regulations at 45 CFR 46.111(a)(1). In specific, it was dleged that the investigators (i)
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administered high dose methotrexate to a pediatric subject whose cancer was in remisson; and
(i) conducted the research in an environment where possible contact with infectious agents was
not minimized.

(2) Failure of the invetigators to obtain and document legaly effective informed consent in
accordance with the requirements of HHS regulations at 45 CFR 46.116 and 46.117. In
specific, it was dleged that the informed consent document for the above referenced research
failed to include the possibility of contracting fungd infections as aresult of participation in the
research.

Based upon OHRP sreview of your October 31, 2001 report, OHRP finds no evidence to
subgtantiate the above dlegations. 1n specific, OHRP notes that the dlegation involved clinicd care and
not human subject research. Such care fals outside the scope of HHS regulations for the protection of
human subjects.

Asareault of the above determination, there should be no need for further involvement of OHRP in this
matter. Of course, OHRP must be natified should new information be identified which might dter this
determination.

OHRP gppreciates the continued commitment of your ingtitution to the protection of human research
subjects. Please do not hesitate to contact me should you have any questions.

Sincerdly,

Patrick J. McNellly, Ph.D.
Compliance Oversight Coordinator
Divison of Compliance Oversght

cc: Mr. Ronadd R. Peterson, President, The Johns Hopkins Hospital
Dr. Sue K. Donaddson, Dean, School of Nursing, JHU
Dr. Jacquelyn Camphbell, School of Nursing, JHU
Ms. Karen Cox, Research Adminigtrator, Kennedy Krieger Indtitute
Dr. Darel R. Abernethy, Clinica Director, NIA
Mr. Richard P. Suess, Chief of Staff, Applied Physics Laboratory
Mr. David Grant, Applied Physics Laboratory
Ms. Barbara L. Starklauf, Administrator, Human Subjects Committees, JHUSOM
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Dr. Lewis Becker, Chairman, JCCI -1, HUSOM
Dr. David R. Cornblath, Chairman, JCCI-Il, HUSOM
Dr. Paul Lietman, Chairman, JCCI-I1I, HUSOM
Dr. Paul Braine, Chairman, JCCI-IV, HUSOM
Dr. Gary Briefd, Chairman, HBMC-1 IRB

Dr. Judith Stiff, Chairman, HBMC-2 IRB
Commissioner, FDA

Dr. David Lepay, FDA

Dr. James F. McCormack, FDA

Dr. Greg Koski, OHRP

Dr. Meody Lin, OHRP

Dr. Michadl A. Carome, OHRP

Dr. Jeffrey Cohen, OHRP

Mr. George Gasparis, OHRP

Ms Rodyn Edson, OHRP



